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L egidative Overview

Background/History

Birth defects are the leading cause of infant mortality and were the sixth leading cause of
potentia years of life lost before age 65 (Watkins et d, 1996). Birth defect surveillance
makesit easier to track changesin incidence and unusua patterns that could be caused by
environmentd factors. Birth defect surveillance activities asssted in the development of
hedth paolicies, planning and prevention activitiesin surrounding statesin the U.S. (Watkins
et al, 1996).

Birth Defects legidation first began in the 1920s in the state of New Jersey, and interest
concerning birth defects surveillance began in the 1960s. However in 1978, only three state
survelllance programs existed in the United States. Recently the strong efforts of such
agencies asthe March of Dimes have caused a dramatic increase in birth defects surveillance
legidation in Congress. 1n 1992, the firgt bill was passed authorizing nationd birth defects
legidation (Edmonds et d, 1997). More specificdly, the bill authorized:

?? A nationd birth defects surveillance and prevention research system

?? Effortsto broaden public and professiona awareness of birth defects and their

prevention
?? State-wide birth defects prevention and intervention programs.

The bill was amended in 1992 including the development of collection and andysis of
epidemiologica data on birth defects and a nationd clearinghouse to collect and distribute
informetion on birth defects (Edmonds et a, 1997).

The 1998 Birth Defects Prevention Act expanded the activities of previous legidation to
include a program to collect, analyze and report satistics on birth defects, the implementation
of five regiond centers to conduct applied epidemiologicd research on prevention of birth
defects, and multi-year budget allocations. Currently, over haf of the 50 states making up the
United States have or are implementing birth defects survelllance programs (Erickson, 1997).

Newborn screening isthe first and largest genetic program for children and began through
date programsin the 1960s. Newborn screening is comprised of five components (testing,
follow-up, diagnoss, trestment, and evauation) and the extent of screening is state-based
(AAP Newborn Screening Task Force, 2000). Newborn screening programsin the U.S. test
an esimated four million infants annualy for genetic disorders. Although dl states and
territories of the United States have a newborn screening program, consderable variahility
exigsin the sysems available for follow-up, the genetic disorders included in the screening
system, the |aboratory capability within the state, trestment protocols, and mandated foll ow-
up services. Thelack of standardization highlights the need for a nationa newborn screening
program (Hiller et d, 1997).

All 50 states today screen infants for at least two disorders, pheynlketonuria (PKU) and
congenital hypothyroidiam. There is Sgnificant incongstency in screening beyond these two
tests, and without nationally mandated standards, infants across the U.S. will have inequitable
access to newborn screening (AAP Newborn Screening Task Force, 2000).



Lobbying efforts by both health professionas and parents continue to dramaticaly incresse
planned legidation and programs concerning genetics conditions testing and services in the
uU.S.

Summary of Legidative Activities

Laws and regulations concerning genetic conditions testing are determined at the date leve,
and dates have congderable latitude to design programs to fulfill legidative parameters.
Following are specific summaries of current legidation concerning genetics disorders testing

for newborns and children in each state within Region 5 (lllinois, Indiang, Michigan,

Minnesota, Ohio, and Wisconsin) of the U.S and three other states (Hawaii, lowa and Oregon)
that have genetics screening programs that are more mature than Indiana s and are based on
“active’ survellance.

[llinois — In 1965 Illinois began screening of al newborns for PKU. 1n 1979 the screening
program was expanded to include hypothyroidism. The lllinois State Department of Hedlth
(IDPH) received federd funding in 1983 for the creation of a satewide Clinica Genetics
Network in an effort to make genetic services accessible to dl citizensin the sate. The
newborn screening program was expanded again in 1984 to include galactosemia, biotinidase,
and congenitd adrena hyperplasa In 1988 the six Clinica Genetic Centers were added with
funding from aMaternad and Child Health Services block grant. The newborn screening
program was awarded a federa grant in 1989 to implement universal newborn sickle cdll
disease to its screening. Funds were provided to 13 public hedth departmentsin 1990 to
establish anetwork of local agenciesto coordinate follow-up services for families of infants
with an abnorma newborn screening test. 1n 1994 the network of Clinical Genetic Centers
was expanded to 38 regiona centers, and in 1995 Illinois was one of three Satesto receive a
grant from the Centers for Disease Control (CDC) to eva uate the impact of their newborn
screening program. A pilot study was conducted in 1999 to test the capability of new
technology to screen for up to 30 different inherited metabolic conditions with asingle test.
As of 2000, the network of Clinical Genetic Centers included 69 agencies that collaborate to
ensure al families have access to genetic sarvices. Illinois currently includes seven
conditionsin its newborn screening program. Today, with more tests added to the rogter, it is
edimated that more than 200 infants each year will be identified as having one of these
conditions and will be referred for early trestment and follow-up services. Although the
newborn screening test is required by state law, an exception can be made due to religious
beliefsif the parent Sgns a satement (l1linois Department of Public Health, 2001).

Indiana — Indiana currently includes eight conditions in its newborn screening program.
Current legidation directs hedth professonds in charge of the care of newborn infantsto
adminigter atest for each of the following: phenylketonuria, gaactosemia, homocystinuria,
hypothyroidism, maple syrup urine disease, biotinidase deficiency, hemoglobinopathies-
including sickle cdll anemia, and congenita adrena hyperplasia. Current laws aso provide
that a physician may order that a newborn be confidentiadly tested for the human
immunodeficiency virus (HIV) or for antibodiesto HIV if the mother has not been tested, the
mother refuses to have the newborn infant tested, and the physcian believes that thetest is



medicaly necessary for the newborn infant. The act does dlow the test to be refused for
religiousreasons. The law aso requires that the mother be notified of the test, receive
counsdling and information, and receive the confidentia test results. It also requires the Sate
Department of Hedlth to apply for federa funds to pay for newborn HIV testing. The Indiana
State act appropriates money for newborn HIV testing. The Newborn Screening Program
drivesto assure that dl infants born in Indiana are tested for designated genetic disorders.
Initidly, Indiana Code 16-41-17 requires that the Indiana State Department of Health (ISDH)
maintain a centraized program that provides diagnosis, follow- up, management, family
counsdling and support, including equipment, supplies, formula and other materids, for al
infants and individuas identified as having the following conditions. phenylketonuria (PKU)
gaactosemia, maple syrup urine disease (MSUD), homocydtinuria, hypothyroidism,
hemoglobinopathies including sickle cdll ( Nationd Conference of State Legidatures, 2000).
Two additiona conditions were added in 2000: congenital adrend hyperplasia and biotinidase

deficency.

In 2001, the Indiana Generd Assembly amended the Indiana Code regarding newborn
screening (HEA 1487). This code change enables 1SDH to include in the mandatory newborn
screens any disorders detected by the tandem mass pectrometry. Implementation guiddines
are currently being devel oped.

Also thislegidative sesson, HEA 1864 was passed which adlows ISDH to expand its Birth
Problems Regidtry to require reporting until the child is 2 years of age. However, ISDH is not
required to implement this until funding is available to do so.

The program in Indiana has grown through the years. Indianafirst began testing in 1965 for
phenylketonuriaonly. In 1978, testing was added for hypothyroidism. Then in 1985,
subsequent tests were mandated for galactosemia, maple syrup urine disease, and
homocystinuria. 1n 1987, the Newborn Screening Fund was established to finance the
Newborn Screening Program, including a quaity assurance program for the Newborn
Screening Laboratory. 1n 1990, the Indiana Genera Assembly authorized the program to
purchase digtary formulafor infants diagnosed as having phenylketonuria. All infantsbornin
Indiana are required to have blood obtained for newborn screening. The only acceptable
reason for refusng the screen is an informed refusal on rdligious grounds. Infants normally
have a screening specimen collected at least 48 hours after birth. All newborn screen blood
specimens, together with required medica and demographic information, are forwarded to the
ISDH designated |aboratory for processing. The laboratory currently so designated isthe
Indiana University Medica Center Newborn Screening Laboratory (IU-NBS Lab).

The results of al screens are reported by the lU-NBS Lab to the infant's attending physician,
the birthing inditution (hospita), and the Newborn Screening Section within the Indiana State
Department of Hedth. In the case of unacceptable screens or screens having aobnormal
results, arepest screenisrequired. If the responsble hospita or physician isunable to obtain
the repeat screen, additiond follow-up isinitiated by the ISDH, which may include requesting
assigtance from loca hedlth officids. Cases are conddered open until avalid screen is done
with normd reaults, or the infant is confirmed to have one of the eight genetic conditions and



is verified to be undergoing appropriate trestment/family counsding (Indiana State
Department of Hedlth).

Michigan — As of year 2000 Michigan includes seven genetic conditionsin its newborn
screening program.  Statutes direct hedlth professondsin charge of the care of newborn
infants to administer atest for each of the following: phenylketonuria, galactosemia,
hypothyroidism, maple syrup urine disease, biotinidase deficiency, Sckle cdl anemia,
congenid adrend hyperplasia, and other treatable but otherwise disabling conditions as
designated by the department. The department may charge a fee of not more than thirty-nine
dollars ($39.00) for the test, with a provision for a hardship waiver.

A second law provides that a hedlth professional may offer to draw an additional blood
specimen from the infant. 1f the infant's guardian accepts the offer, the blood specimen must
be preserved in amanner that does not require specia storage conditions or techniques. The
hedlth professond must explain to the guardian that the additiona blood specimen can be
stored for future identification purposes and should be kept in asafe place. The hedlth
professona may charge afee thet is not more than the actua cost of obtaining and preserving
the additiona blood specimen.

A third law mandates a physician to take test oecimens of a pregnant woman, at the time of
her initid examination, and submit the specimensto adlinicd laboratory for the purpose of
performing tests gpproved by the department for venered disease, HIV or an antibody to HIV,
and for heptitis B. If, when awoman presents a a hedlth care facility to deliver an infant or
for care in the immediate postpartum period having recently ddivered an infant outsde a
hedlth care facility, no record of results from the tests required by this subsection is readily
available to the physician, then the physician shall take specimens of the woman and shall
submit the specimensto aclinical laboratory for tests. The test results and the records are not
public records, but shall be available to alocal hedth department and to a physician who
provides medicd treatment to the woman or her offspring (Nationa Conference of State
Legidatures, 2000).

Minnesota — Minnesota currently includes five genetic conditionsin its newborn screening
program, and requires the commissioner of hedlth to develop a statewide birth defects registry
system to provide for the collection, anaysis and dissemination of birth defects information.
The purpose of the registry is to monitor the trends in birth defects, investigate clusters of

birth defects to address concerns with scientific data, identify cases of birth defects for study
to establish a cause, increase public awareness and eva uate the effectiveness of certain
prevention programs (Nationa Conference of State Legidatures, 2000).

Ohio — Ohio currently includes five genetic conditions in its newborn screening program and
requires the Public Hedlth Council to include in its rules prescribing laboratory tests to detect
phenylketonuriain newborns and any test that it determinesis effective to detect the disorder
in newborns younger than 48 hours old (Nationa Conference of State L egidatures, 2000).



Wisconsin — Wisconsin's Newborn Screening Program, which started in 1965, strives to
provide the best service possible for infants and their families. Newborn screening began with
testing for phenylketonuria (PKU).

Currently, the program screens for 21 disorders. In addition to testing al newborns for these
disorders, the program plays acrucia part in the care of infants who are diagnosed with these
conditions.

The Newborn Screening Program, administered by the Wisconsin Department of Hedlth and
Family Services, has a Newborn Screening Advisory Group whose members include hedlth
care professonals, public hedth professonds, and parents. This group'sroleisto hep ensure
that the program succeeds in screening, diagnosing, and treating dl Wisconsin newbornsfor a
variety of treatable conditions present at birth.

Wisconsin law requires that al babies born in hospitals in Wisconsin have newborn screening
before they leave the hospital. Babies born at home must be tested within aweek of birth
(Wisconsin Department of Health and Family Services, 2001).

Parents may refuse newborn screening only if their religious beliefs and practices do not
alow testing (Nationa Conference of State L egidatures, 2000).

Hawaii - Hawaii's newborn screening began in 1965 with the passage of legidation that
mandated screening of al newborns for phenylketonuria (PKU). 1n 1983, screening for
congenita hypothyroidism was added. In 1985, the L egidature amended the existing Statutes
to dlow the State Department of Hedlth (DOH) to "specify diseases to be screened for in
newborn infants and methods to be employed to best prevent mortdity and morbidity within
the population of the gate.” It further mandated the DOH to adopt Adminigtrative Rules
necessary to fulfill the purposes of the statute. On 1/24/87, the Hawaii Adminigtrative Rules
for newborn screening were adopted. 1n 1996, legidation was passed (Act 259), which
edtablished a newborn screening specia fund. Thislegidation makes it possible for the
Newborn Metabolic Screening Program (NBM SP) to collect fees, contract with a centraized
laboratory, and expand the newborn screening testing pane to seven tests, which includes
PKU, congenitd hypothyroidism, congenita adrend hyperplasa (CAH), galactosemia, sickle
cdl and other hemoglobinopeathies, biotinidase deficiency, and maple syrup urine disease
(MSUD). The Revised Hawaii Administrative Rules, adopted on June 19, 1997, were
amended to reflect these changes. Newborn screening laboratory centralization, expanded
newborn screening testing, and newborn screening fees of $27 per newborn screening kit
became effective on 7/1/97.

Hawaii's Newborn Metabolic Screening Program is administered through Children with
Specia Hedth Needs Branch (CSHNB), Hawaii State Department of Health. The NBS
Program has statewide responsbilities for assuring that dl infants born in the State of Hawaii
are tested for PKU, congenital hypothyroidism and other diseases that are added to the
screening panel. The NBS Program tracks and follows up infants to assure satisfactory testing
and to assure that infants with the specified diseases are detected and provided with
gppropriate and timely treatment. The objectives are to prevent and amdiorate the effects of



handicapping conditions that are identified through the adminigtration of newborn screening
and diagnogtic testing.

All newborn screening specimens for infants born in the State of Hawaii are sent to the
Oregon State Public Health Laboratory (OSPHL ) for newborn screening testing.

Preiminary andysis of the Newborn Screening Registry, established in 1986, shows that the
number of PKU and congenita hypothyroid casesin Hawali is a least the same magnitude as
reported nationally (Hawaii Department of Hedlth).

lowa - The lowalegidature created the Birth Defects Ingtitute (BDI) within the lowa
Department of Public Hedlth (IDPH) in 1976. The BDI, in partnership with the University of
lowa and hedlth care providers throughout the state, has developed programs that provide
lowans with the most advanced genetics hedth care.

Presently, there are five programs within the BDI: the Regiona Genetic Consultation Service,
the lowa Neonatal Metabolic Screening Program, the Expanded Maternal Serum Alpha-
fetoprotein Screening Program, the lowa Birth Defects Registry, and the Neuromuscular and
Related Genetic Diseases Program.

The Birth Defects Advisory Committee (BDAC), which is composed of representatives from
the involved programs, various professona health care groups, consumers, two legidators,
and arepresentative of the IDPH, acts in an advisory capacity to the programs of the Birth
Defects Indtitute. Activities of the BDI are coordinated at the lowa Department of Public
Hedlth by the State Coordinator for Genetic Services.

The lowa Neonata Metabolic Screening Program (INM SP) screens for six disorders:
phenylketonuria, congenita hypothyroidism, gdactosemia, congenital adrend hyperplasa,
the hemoglobinopathies, and medium chain acyl-CoA dehydrogenase deficiency (MCAD).

Newborn metabolic screening is required by lowa law and must be completed before
discharge from the hospital. The INMSP is afee-for-service program with |aboratory,
comprehensve care and educationa components. The University Hygienic Laboratory isthe
centrd screening laboratory. A comprehensive follow-up program a the Univerdty of lowa,
Department of Pediatrics, provides families and their physcians with the expertise necessary
to manage identified disorders (lowa Department of Public Hedlth, 2001).

Oregon — Oregon currently screens newborns for seven disorders. The Newborn Screening
Program screens newborns for metabolic, endocrine, and hemoglobin disorders -- identifying
infants who need immediate treatment to prevent developmenta problems, menta retardation
or death. Identified infants are tracked to ensure they receive gppropriate medica care.

The dtate provides amanud for parents that explains the screening program and is distributed
when babies are discharged from the hospitd. It contains information about the importance of
newborn screening as well as the best time for the second specimen to be drawn (7 - 21 days)
(Oregon Hedth Department, 2001).



The Newborn Screening Program distributes a manud to al doctors, midwives, nurse
practitioners and laboratorians who work with newborns. It includes information about
screening practices, specimen collection, educationa services, aswell as more information
about each of the following disorders:

biotinidase deficiency

congenita adrend hyperplasa (CAH)
gdactosamia

hemoglobinopathies (like sckle cdll disease)
hypothyroidism

maple syrup urine disease (MSUD)
phenylketonuria (PKU) [12]

Table 1 describes genetic conditions included in newborn screening programs for al 50 States.



Table 1. U.S. National Screening Status Report, 2001*

The National Screening Status Report lists the status of newborn screening in the United States.
All infants in a state must be screened in order for a dot to be added.

* Only Indiana’s data are from the 2001. All other states data were compiled in July 2000.

Phenyl- | Congenita | Gadactosemia | MapleSyrup | Homocydtinuria | Biotinidase | Sckle Congenital Other
State ketonuria Hypo- Urine Cdl Adrenal

(PKU) thyroidism Disease Disease | Hyperplasa
Alabama ? ? ? ? ?
Alaska ? ? ? ? ? a ?
Arizona ? ? ? ? ? ? ? ?
Arkansas ? ? ? ? a
Cdifornia ? ? ? ?
Colorado ? ? ? ? ? a 2,6
Connecticut ? ? ? ? ? ? ? 28,6
Delaware ? ? ? ?
D.C. ? ? 2 ? 2 2 7
Horidia ? ? ? ? ? 6
Georgia ? ? ? ? ? ? ? 3
Hawaii ? ? ? ? ? ? ? 6
Idaho ? ? ? ? ?
lllinois ? ? ? ? ? ?
Indiana ? 2 2 ? ? ? ? ?
lowa 2 2 ? ? ?
Kansas ? ? ? ? ?
Kentucky ? ? ? ? ?
a= Sdected population, pilot program, or planning underway 4 = Human Immunodeficiency Virus
1 = Toxoplasmosis 5= Medium-chain acyl-CoA dehydrogenase deficiency (MCAD)
2 =Cydic fibross 6 = Mandatory universa hearing screening

3 =Tyrosnemia 7 = Glucose 6-phospate dehydrogenase deficiency (G6PD)




Table 1. U.S. National Screening Status Report, 2001* Continued
* Only Indiand s data are from the 2001. All other states data were compiled in July 2000. The Nationa Screening Status Report lists the status of newborn
screening in the United States.  All infants in a state must be screened in order for a dot to be added.

Phenyl- | Congenital | Galactosemia? | MapleSyrup | Homocydtinuria | Biotinidase | Sckle Congenital Other
State ketonuria Hypo- Urine Cdl Adrend

(PKU) thyroidism Disease Disease | Hyperplasa
Louisana ? ? ? ? ? 6
Maine ? ? ? ? ? ? a ? 5,6
Maryland ? ? ? ? ? ? ? 3,6
M assachusetts ? ? ? ? ? ? ? ? 1,2a5,6
Michigan ? ? ? ? ? ? ?
Minnesota ? ? ? ? ?
Mississppi ? ? ? ? 6
Missouri ? ? ? ? 6
Montana ? ? ? a 2a
Nebraska ? ? ? ? ? 6
Nevada ? ? ? 2 ? ?
New Hampshire ? ? ? ? ? a 16
New Jersey ? ? ? ?
New Mexico ? ? ? ? ? ?
New Y ork ? ? ? ? ? ? ? 46
North Carolina ? ? ? ? ? 5
North Dakota ? ? ? ?
a = Sdected population, pilot program, or planning underway 4=HIV

1 = Toxoplasmos's
2 = Cydic fibross

3=Tyrosnemia

5 = Medium-chain acyl-CoA dehydrogenase deficiency (MCAD)
6 = Mandatory universal hearing screening
7 = Glucose 6- phospate dehydrogenase deficiency (G6PD)




Table 1. U.S. National Screening Status Report, 2001* Continued
* Only Indiana s data are from the 2001. All other state’' s data were compiled in July 2000. The Nationd Screening Status Report lists the status
of newborn screening in the United States.  All infantsin astat must be screened in order for adot to be added.

Phenyl- | Congenita | Gaactosemia | MapleSyrup | Homocydinuria | Biotinidase | Sickle Congenital Other
State ketonuria Hypo- Urine Cdl Adrend
(PKU) thyroidism Disease Disease | Hyperplasa

Ohio ? ? ? ? ?

Oklahoma ? ? ? ? 6
Oregon ? ? ? ? ? ? 6

Pennsylvania ? ? ? ?

Rhode Idand ? ? ? ? ? ? ? ? 6
South Caralina ? ? ? ? ?

South Dakota ? ? ?
Tennessee ? ? ? ? a

Texas ? ? ? ? ? 6
Utah ? ? ? 6
Vermont ? ? ? ? ? ? ?

Virginia ? ? ? ? ? ? ? 6
Washington ? ? ? ?

West Virginia ? ? ? a 6
Wisconsn ? ? ? a ? ? ? 25
Wyoming ? ? ? ? ? 26
a = Selected population, pilot program, or planning underway 4=HIV
1 = Toxoplasmos's 5 = Medium-chain acyl-CoA dehydrogenase deficiency (MCAD)

2 = Cydtic fibrogs 6 = Mandatory universal hearing screening

3=Tyrognemia 7 = Glucose 6-phospate dehydrogenase deficiency (G6PD)
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Problem Prevalence from the
National Study of Health and Disability
1995
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APPENDIX C*

Council of Regional Networks
for Genetic Services (CORN):

Guidédinesfor Clinical Genetic Services
for the Public’'sHealth (GCGYS)

*Thisdocument isa downloadable PDF file
provided by the Council of Regional Networks
for Genetic Services (CORN). The Bowen
Research Center isnot responsiblefor its
content or typographical errors. Itisprovided
for source and information purposes


Shannon L Cooper
http://www.emory.edu/PEDIATRICS/corn/news/pubs.htm
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Key Informant Questionnaire



Key Informant Questionnaire

1.

10.

Wheat is your perception \ opinion of access to services for citizens with birth defects
and genetic conditionsin Indiana?

What is\ are the barriers to access to services for citizens with birth defects and
genetic conditionsin Indiana?

What isyour perception \ opinion of the qudity of services avallable to citizenswith
birth defects and genetic conditionsin Indiana?

What educationd tools do you think would optimize the patient’ s understanding of the
genetic information provided to them via a care provider?

How do you percelve the adequacy of the training of the medica community to meet
the needs of clients with birth defects and genetic conditionsin Indiana?

Do you bdieve the dinicad provider \ physcian providing care following birth is
trained to identify birth defects and genetics conditions?

Do you bdieve the clinica provider \ physician providing care has enough
information about services to make the needed referra s?

Are there enough physicians, other clinica providers and Genetics Counsdors to meet
the service needs of clients with birth defects and genetic conditions?

What improvements\ expansons in the hedlth care system, if any, are needed to better
meet the service needs of citizens with birth defects and genetic conditions in Indiana?

What improvement in financia support, if any, are needed to meet the service needs of
citizens with birth defects and genetic conditionsin Indiana?



APPENDIX E

Protocol for
Key Informant Interviews



Protocol for Key Informant Interviews

Telephone Guiddines

?? Try usng the Suvon procedure first — on every cal. Suvon is a system designed to call
aress that are commonly long distance, but the University is not charged long distance
fees.

The procedure

Did 16 — 1 (area code) (phone number)

If Suvon isnot available

Did 9—1 — (area code) (phone number)

Y ou will be directed to enter your access code

¥3IIIY

Establish rapport

?? Give an explanation of the purpose of the interview.

?? Givetheintended use of the information being gathered.

?? Asaure the informant of confidentidlity.

?? Give assurance that the interview has been gpproved by relevant officias.
?? Avoid jargon.

Use only open-ended questions phrased carefully to dlicit detailed information.

?7? Ask only one question at thetime.

?? Avoid questions that contain embedded parenthetical phrases.

?? Besureto walt after asking a question—the informant may require some time to think
avoid rephrasing questions.

Use probing techniques.

?7? Encourage informants to detail the basis for their conclusions and recommendations.
?7? Hlicit daboration with the use of slence or with “tell me more’ satements.

Maintain aneutrd attitude. Neutrdity isessentid because some informants will try to be
polite and will say what they think the interviewer wants to hear.

Be sympathetic to the listeners and avoid giving the impression of strong views on the subject
under discussion.

Take notes and develop them in detaill immediately after each interview to ensure
accuracy.



Use a st of common subheadings for interview texts (eases data andyss).

Include

?? Interview summary sheet
?? Prepared into manageable themes, issues, and recommendations.
?? Each summary should provide

O O0OO0OO0Oo

Key informants (K1) position

reason for induson in thelig of informants

main points made

implication of these observations

any ingghts or ideas the interviewer had during the interview.



APPENDIX F

Telephone Call Scripts:

Script 1 & Script 2



Telephone Call Scripts

Script 1 —Initid Phone Call
?7? Phone Cdl

0 Hélo (Dr. Smith), my nameis and | am aresearch
assgtant from the IU Bowen Research Center. We (IU BRC) have been asked
by the (ISDH) State to evaluate birth defects and genetic conditions servicesin
Indiana. Y our name was given to us by the State as a person who has
knowledge about thisissue and we like to include your thoughtsin our
assessment. The data (answer to questions) will be aggregated for reports, but
your individud information will be kept confidentid. If you are willing to
participate, | would like to email or fax the question list S0 you have some time
to gather your thoughts. | would aso like to schedule %2 hour of your time to
talk with you over the phone regarding your thoughts in the very near future.

0 Althoughitisnot necessary, it would be very helpful if you wrote down your
magjor points and emailed or faxed them back for our discusson and \ or write-

up.

0 May | have your email address (fax number....) to send acopy of the list of
questions?

0 Thank you for your time, | will be calling on

?? Scheduletdephoneinterview.
?? Email or fax both pages of the survey.



Script 2 — Interview Phone Cdll

7?

7?

Hdlo again (Dr. Smith), | am from the IU Bowen Research
Center working the ISDH on the Indiana genetics research study. Asyou may recal,
your answers to these questions are part of alarger needs assessment designed to
examine the current status of genetic services and data information sysemsin Indiana.
Thank you again for taking time out of your schedule to assst usiin this project by
participating in thisinterview. Please remember your individua responses will be kept
confidentia. 1 will begin by asking a set of predetermined questions, which you

should have received by now, and then documenting your answers. If you are not
comfortable with any portion of thisinterview, please let me know and we will skip to
the next question. | may ask other questions that were not included on the origind
guestionnaire in order to capture an accurate and complete response to the issue. In the
event that further information or clarification is necessary, may | contact you again for
assistance?

Conduct the interview
Ask questions and document the result

Conclusion Statement
“We have now completed our interview. Do you have any questions, concerns, or

additional comments you would like noted?’

7?

Closing
“Thank you for your patience, for your time and for being a part of this sudy. Please

keep in mind that should we need any additiona information we will be in contact with you.

“Have agood day.”





